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Application/Control Number: 09/153,838 
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NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS 
CONTAINING NUCLEOTIDE SEQUENCES AND/OR AMINO ACID SEQUENCE 
DISCLOSURES. 

The nucleotide and/or amino acid sequence disclosure contained in this application does 
no. comply with the tenements for such a disclosure as se, forth CFR §§ 1.821-1.825 for 

the following reasons: 

A copy of the "Sequence Listing" in computer readable form has been submitted. 
However, the content of the computer readable form does no, comply with the requirements of 37 
CFR 1.822 and/or 1123, as indicated on the attached copy of the marked-up "Raw Sequence 
Listing." 

Applicants are REQUIRED to provide a substitute computer readable form (CM) copy 
of the "Sequence Listing", a substitute paper copy of the "Sequence Listing", as well as an 
amendment directing its entry into the specification, and a statement that the content of the paper 
and computer readable copies are the same and, where applicable, include no new matter, as 

required by 37 CFR 1.821(e) or 1.821(f) or 1.821(g) or 1.825(b) or 1.825(d). 

For questions regarding compliance with these requirements, please contact: 

For Rules Interpretation, call (703) 308-1 123; 

For CRF submission help, call (703) 308-4212; and/or 

For Patentln software help, call (703) 557-0400. 
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See the attached Notice ,o Comply, also setting forth the re,— * as set forth m 
a copy of which notice must be returned with Applicants' response. 



Ciaims 1-5 and 12-16 provide for the use of ceramic hydroxyapatite column 
it is u „Cear what method/process appUcan, is intending to encompass. A claim is indefinite where 

practiced. 

Claims 1-5 and 12-16 are rejected under 35 U.S.C. 10, because the claimed recitation of a 

pr „ce S s,i.,,resu 1 tsinacl, m wh i chisnotaproperprocessc.a im under3 5 U,C,0,See to 
examples I**. 1* ™* 678 <Bd App. 196T) and a****** « v. ~ 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

A sole step of "using" a component fails to define the acuta, process step, and thus is 

equivalent to a "use" claim. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless -- 

(.) the invention was described in . patent granted on an application for p. tentb, ' '^^°*^h> 

'sL before ^^^^^^ZZ^^M^^^ 

has fulfilled the requirements of paragraphs (1), (2), and W 01 secuon ui 

thereof by the applicant for patent. 

Claims 23-26 are rejected under 35 U.S.C. 102(e) as being anticipated by Woodard et al. 

(A)orHornetal. (B). 

The claims are drawn to highly purified plasmid DNA. 

Woodard et al. teaches at column 1, that plasmid DNA needs to be highly purified to 
remove CsCl and small contaminants, and that the disclosed methods achieve this. At column 2, 
first foil paragraph, and the Examples at columns 6 through 1 1, use of pure water ultimately to 
elute the DNA, free of chaotropes, is set forth. Thus, the plasmid DNA resulting from practice of 
the method of Woodard et al. would be pure, and thus anticipate the instant claims. 

Horn et al. teaches, in the Examples, highly purified plasmid DNA preparations which are 
of pharmaceutical grade. 



Certain papers related to this application may be submitted to Art Unit 1805 by facsimile 
transmission. The faxing of such papers must conform with the notices published in the Official 
Gazette, 1 156 OG 61 (November 16, 1993) and 1 157 OG 94 (December 28, 1993)(see 37 CFR § 
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1.6(d)). The Art Unit 1805 Fax number is (703) 308-0294. NOTE: If Applicant does submit a 
paper by fax to this number, the examiner must be notified promptly, to ensure matching of the 
faxed paper to the application file, and the original signed copy should be retained by Applicant or 
Applicant's representative. (703) 308-4242 or (703) 305-3014 may be used without notification 
of the examiner, with such faxed papers being handled in the manner of mailed responses. 
Applicants are encouraged to use the latter two fax numbers unless immediate action by the 
examiner is required, e.g., during discussions of claim language for allowable subject matter. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of duplicate 
papers in the Office. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to James Ketter whose telephone number is (703) 308-1 169. The Examiner can 
normally be reached on Monday-Thursday from 8:00 AM-5:30 PM, and on alternate Fridays. 

If attempts to reach the Examiner are unsuccessful, the Examiner's supervisor, George Elliott, 
can be contacted at (703) 308-4003. 



JAMES KETTER 
PRIMARY EXAMINER 

James Ketter 
November 19, 1998 




